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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set forth in 37 
CFR 1.17(e), was filed in this application after final rejection. Since this application is eligible for 
continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) has been timely 
paid, the finality of the previous Office action has been withdrawn pursuant to 37 CFR 1.114. 
Applicant's submission filed on March 30, 2009 has been entered. 

Election/Restrictions 

Claims 1-15, 19-27, and 31-59 remain withdrawn as being drawn to non-elected invention 
without traverse. 

Claims 16-18, 28-30, 65, and 66 are pending and are under prosecution herein. 

Preliminary Remark 
The examiner of record has been changed to Young J. Kim of Group Art Unit 1637. 
All future correspondence should be addressed to the present examiner of record. 

Information Disclosure Statement 
As of present Office communication, there is no IDS of record. 

Claim Rejections - 35 USC § 112 

The rejection of claims 60-64 under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter, made in the Office Action 
mailed on September 26, 2008 is withdrawn in view of the Amendment received on March 30, 2009, 
canceling the rejected claims. 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 
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The specification shall conclude with one of more claims particularly pointing out and distinctly claiming the subject 
matter which the applicant regards as his invention. 

Claims 16-18, 28-30, 65 and 66 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claims 16 and 28 are indefinite for failing to recite a final process step which agrees back 
with the preamble. While minor details are not required in method/process claims, at least the basic 
steps must be recited in a positive, active fashion. See Ex parte Elrich, 3 USPQ2d, p. 1011 (Bd. Pat 
App. Int. 1986). For example, claims 16 and 28 are drawn to a method of identifying a cancerous 
cell and detecting cancer, respectivly, yet the claims recite a final step determining elevated 
expression level of SEQ ID Number 1 or its encoded mRNA. The claims do not set forth the 
conditions/ state when the method has been completed [i.e., needs to agree with preamble]. 

Amending the claims to actively recite the comparison step (with a normal cell), and actively 
recite the step of "concluding" the positive correlation which is sought in the claim preamble would 
overcome this rejection. 

Claims 17, 18, 29, 30, 65, and 66 are indefinite by way of their dependency on claims 16 or 

28. 

Claim Rejections - 35 USC § 102 

The rejection of claims 60-62, and 64 under 35 U.S.C. 102(e) as being anticipated by Dai et 
al. (US 2003/0224374, filed 6/14/02, of record), made in the Office Action mailed on September 
26, 2008 is withdrawn in view of the Amendment received on March 30, 2009, canceling the rejected 
claims. 

The rejection of claims 60-62, and 64 under 35 U.S.C. 102(e) as being anticipated by Mutter 
et al. (US 6,703,204, filed 7/27/01, of record), made in the Office Action mailed on September 26, 
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2008 is withdrawn in view of the Amendment received on March 30, 2009, canceling the rejected 
claims. 

The rejection of claims 60-62 under 35 U.S.C. 102(b) as being anticipated by Aziz et al. (WO 
02/086443, of record), made in the Office Action mailed on September 26, 2008 is withdrawn in 
view of the Amendment received on March 30, 2009, canceling the rejected claims. 

Claim Rejections - 35 USC § 103 

Prior to rejection, claims are first construed. 

Claim 16 is drawn to a method of identifying a cancerous cell and claim 28 is drawn to a 
method of detecting cancer from a patient. Both claims obtains the sample (cell or sample from 
patient) and "determine^] [the] elevated expression in said cell [or sample] of at least one gene 
comprising the nucleotide sequence of SEQ ID Number 1, wherein said elevated expression is 
increased copy number of said gene in said cell relative to that of a normal cell or increased level of 
mRNA encoded by said gene in said cell relative to that of a normal cell ' wherein the claims 
recite that elevated expression level indicates that said cell or sample is cancerous. 

Therefore, in an embodiment, the claims do not require the detection of SEQ ID Number 1, 
but rather an mRNA encoded by said SEQ ID Number 1. 

"TRIP13 is found as a number of splice variants, represented by the cDNA sequences of 
SEQ ID NO: 1-6." (page 13, lines 10-11) 

While the instant specification discloses a protein counterpart of the said cDNA sequences, 
the instant specification does not correlate which SEQ ID Number (SEQ ID NO: 1-6) corresponds 
to which encoded protein sequences (SEQ ID NO: 7-11). 
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The present prior art rejection is based on the finding that a prior art discloses a protein 
sequence which shows 100% identity to SEQ ID Number 7 of the instant application, identifying 
said protein as TRIP13. Therefore, burden is shifted to Applicants to show that the mRNA 
encoded by SEQ ID NO: 1 does not encode an mRNA which encodes the protein of SEQ ID NO: 
7. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 

rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in section 
102 of this title, if the differences between the subject matter sought to be patented and the prior art are such that the 
subject matter as a whole would have been obvious at the time the invention was made to a person having ordinary 
skill in the art to which said subject matter pertains. Patentability shall not he negatived by the manner in which the 
invention was made. 

Claims 16, 18, 28, 30, 65, and 66 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Baak et al. (WO 02/10436 A2, issued February 7, 2002). 

Baak et al. disclose sets of genes which are expressed differentially in tumor characterized as 
high MAI or low MAI tumors, wherein the artisans expressly contemplate a method of identifying a 
set of nucleic acid markers or expression products for determining cancer (page 3, lines 31-33), by 
determining the difference in the expression of a plurality of nucleic acid molecules or expression 
products in the tumor tissue sample (page 4, lines 1-4; see also claims 1, 10, and 11, and 12). 

In the preferred embodiment, the artisans expressly contemplate breast cancer (page 4, line 
21, see claim 12 also). 

Baak et al. disclose a protein which shows 100% homology to that of SEQ ID Number 7 as 
shown below: 

Query Match 100.0%; Score 2186; DB 5; Length 432; 

Best Local Similarity 100.0';,; Prod. No. :i.Zo-19S; 

V...: Coni;e rvat i vo 0; M i :;m.i t chc; 0; I ride: I 0; C.ipi; 0 ; 

Qy 1 MDKAV(;i)l,KyAI,l>eVAI-:SI'TVIIVI-:Vimii(;SSTAKKI-:i)l NLSVIiKLLNUIINIVKCDYTWTK (.0 

Db l MDEAvr,i)i,KyAi,pevAi-:si'Tviivi-:vimu(;ssTAKKi-:i)i nlsvuk llnuiin i vkcdytwtk (.0 
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Qy 61 FDEPFLTFN „ ~FLE 'KDSQPIDLSACTVALHIFQLNEDGPSSENLEEETENII 120 

Db 61 FDEPFLTRNVQSVSIIDTELKVKDSQPIDLSACTVALHIFQLNEDGPSSENLEEETENII 120 

Qy 121 AANHWVLPAAEFH LW L lE VEVKSHLLDYVMTTLLFSDKNVNSNLITWNRWLLHGP 180 

Qy 181 E LEEINSHSLFSKWFSESGKLVTKMFQKEQDLE 240 

Db 1-1 E,I ,IT.L I -L-, T ^~:~L^PYRYGQL1E1NSHSLFSKWFSESGKLVTKMFQKEQDLE 240 

Qy 241 EEIE-E -^F N^rRAGTEPSDAIRWNAVLTQlDQlKRHSNWELTTSN 300 

Db 241 I ^CRAGTEPSDAIRVVNAVLTQIDQIKRHSNWILTTSN 300 

Qy 301 ITEKIDVAFVDRADIKQYIGPPSAAAIFKIYLSCLEELMKCQIIYPRQQLLTLRELEMIG 36.0 

Db 301 ITEK1DVAFVDRADIKQYIGPPSAAAIFKIYLSCLEELMKCQIIYPRQQLLTLRELEMIG 360 

Qy 361 FIENNVSKLSLLLNDISRKSEGLSGRVLRKLPFLAHALYVQAPTVTIEGFLQALSLAVEK 420 

Db 361 FIENN I I li |n := :-;SEGLSGRVLRKLPFLAHALYVQAPTVTIEGFLQALSLAVDK 420 

Qy 421 QFEERKKLAAYI 4 32 

Db 421 QFEERKKLAAYI 4 32 

It would have been prima facie obvious to one of ordinary skill in the art at the time the 
invention was made to apply the teachings of Baak et al. for the purpose of determining cancer for 
the following reasons. 

Baak et al. expressly suggest that a practitioner employ the markers disclosed by the artisans 
in an expression assay: 

"A method of diagnosing breast cancer in a subject suspected of having breast cancer 
comprising: obtaining from the subject a breast tissue sample suspected of being cancerous, 
determining the expression of a set of nucleic acid molecules or the expression products 
thereof in the breast tissue samples" (claim 1), wherein the artisans also expression suggest 
for the method also determine the expression level of said set of nucleic acid molecules or 
expression product thereof, and compare the expression of the set of nucleic acid 
molecules or expression products thereof in the breast tissue sample suspected of 
being cancerous and the non-cancerous breast tissue sample ." 
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Thus, one of ordinary skill in the art would have been clearly motivated to compare the 
expression level of the protein or its encoding nucleic acid molecule (or mRNA) of Baak et al. 
(which is known as TRIP13 1 ) from a sample suspected of being cancerous and from a non- 
cancerous cell for the explicitly suggested diagnosis of breast cancer. 

While the artisans do not disclose the nucleotide of instant SEQ ID Number 1, as stated 
previously, instandy rejected claims embrace an embodiment wherein an mRNA encoded by SEQ 
ID NO: 1 is determined and not SEQ ID NO: 1 itself. Since the protein disclosed by Baak et al. is 
the same as the protein disclosed by the instant application (SEQ ID NO: 7), it is asserted that the 
nucleic acid encoding the protein (i.e,. mRNA) disclosed by Baak et al. would be the same mRNA 
encoded by the instant SEQ ID NO: 1, absent evidence to the contrary. 

With respect to determining an "overexpression" of the mRNA, since Baak et al. explicitly 
contemplate comparing the nucleic acid encoding their protein (which is identical to SEQ ID NO: 
7) from cancerous and normal cells, such discovery would have been inherent and would have been 
revealed to said one of ordinary skill in the art conducting the diagnosis method. 

Therefore, the invention as claimed is deemed prima facie obvious over the cited references. 

Conclusion 

Claims 17 and 29 are free of prior art as the prior art neither disclose nor suggest for a 
method of determining cancer in a cell or sample by determining the elevated expression of at least 
one gene comprising the nucleotide of SEQ ID NO: 1, wherein the elevated expression is increased 
copy number. Since copy number of the SEQ ID NO: 1 gene requires that the method actually 
look for the presence of SEQ ID NO: 1 in cell or sample for determining the copy number, and 

W hile Baak et al. do not expressly state that the protein is TRIP-13, the search in the NCBI database reveals that the 
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since increased copy number does not necessarily result in the increase in its mRNA level, this 
embodiment is deemed novel and/ or unobvious over the prior art. 



Inquiries 

Any inquiry concerning this communication or earlier communications from the Examiner 
should be directed to Young J. Kim whose telephone number is (571) 272-0785. The Examiner is 
on flex-time schedule and can best be reached from 9:00 a.m. to 5:30 p.m (M-F). The Examiner can 
also be reached via e-mail to Young.Kim@uspto.gov. However, the office cannot guarantee 
security through die e-mail system nor should official papers be transmitted through this route. 

If attempts to reach the Examiner by telephone are unsuccessful, the Examiner's supervisor, 
Dr. Gary Benzion, can be reached at (571) 272-0782. 

Papers related to this application may be submitted to Art Unit 1637 by facsimile 
transmission. The faxing of such papers must conform with the notice published in the Official 
Gazette, 1156 OG 61 (November 16, 1993) and 1157 OG 94 (December 28, 1993) (see 37 CFR 
1.6(d)). NOTE: If applicant does submit a paper by FAX, the original copy should be retained by 
applicant or applicant's representative. NO DUPLICATE COPIES SHOULD BE SUBMITTED, 
so as to avoid the processing of duplicate papers in the Office. All official documents must be sent 
to the Official Tech Center Fax number: (571) 273-8300. For Unofficial documents, faxes can be 
sent directly to the Examiner at (571) 273-0785. Any inquiry of a general nature or relating to the 
status of this application should be directed to the Group receptionist whose telephone number is 
(571) 272-1600. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR system, 
see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR system, 
contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would like 



protein is TRIP13. 
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assistance from a USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Young J. Kim/ 
Primary Examiner 
Art Unit 1637 
6/2/2009 



/YJK/ 



